STN ] 2 51 9 7 Product S ‘;F w(@/"j { | Part D Page 1
Part D — Clinical (Pharmacology, Efficacy, Safety,and Statistical)
Reviewers

Overall CTD Table of Contents [2.1]
Introduction to the summary (YY) N
documents (1 page) [2.2]

Clinical overview [2.5] : (Y) N

Clinical summary [2.7] (summary of N

individual studies; comparison and

analyses across studies)

0 Biopharmaceutics and associated | Y (W) — /\)D“’ c\//yp/l Ca Jﬁ'(ﬂ; .
analytical methods , .

o Clinical pharmacology [includes @ N
immunogenicity]

S,
a Clinical Efficacy [foreach ( Y/ N
 indication]
a Clinical Safety N
Q_ Synopses of individual studies N

O 1TEn:
Module Table of Contents [5.1]
Tabular Listing of all clinical studies |Y
[5.2]
Study Reports and related information
[5.3]
0 Biopharmaceutic
o Studies pertinent to

Pharmacokinetics using Human

2N

WIGCIGS

(z}zzzz

Biomaterials ,

Pharmacokinetics (PK) } N2, },‘ C&é (ﬁ

Pharmacodynamic (PD) TF

Efficacy and Safety ' /’eé{

Postmarketing experience

Case report forms

Individual patient listings (indexed
by study)

o_ electronic datasets (e.g. SAS) (

— Yhé’!u/u/* has not beon a?ﬂ/i/vi

00000 Oo

SNICSECEE

z\z oz z@z@%

Literature references and copies [5.4]

ontent, presentation, and organization

sufficient to permit substantive review?

0 legible

0 English (or certified translation into (
English) '

0 compatible file formats (

0 navigable hyper-links

0 interpretable data tabulations (line

listings) & graphical displays

SSi

R

CBER/OTRR Version: 7/15/2002
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location of individual data and
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statement for each clinical investigation:

@ conducted in compliance with IRB
requirements

0 conducted in compliance with
requirements for informed consent
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adequate and well-controlled clinical
study data (e.g. not obviously
inappropriate or clinically irrelevant
study design or endpoints for efficacy)
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adequiate explanation of why results from
what appears to be a single controlled
trial (or alternate method for
demonstrating efficacy) should be
accepted as scientifically valid without
replication

&

study design not clearly inappropriate (as
reflected in regulations, well-established
agency interpretation or correspondence)
for the particular claim
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" data supporting the proposed dose and
dose interval
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from product used in clinical studies
which are the basis of safety and efficacy
determinations
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